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Remarks/Arguments 

Claim rejections 

ENABLEMENT IN SPECIFICATIONS 

The Examiner rejects claims 14, 15, 26, 34, 35, and 36 under 35 U.S.C. 1 12, first 
paragraph, as failing to provide sufficient enablement in the specifications. The 
Examiner specifically cites that the specifications do not describe the connection between 
the flange set-screw clamp 45 and the distractor 31, and the flange 33. 

In response additional information has been included in the sectio n amendments to the 
specifications page 1 1 of this report (referencing Page 7 line 6 and page 7 line 2 of the 
original filing) and amended Figures 1, 6, and 6a. 

DOUBLE PATENTING 

The Examiner rejects claims 1 and 3 under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claim 21 of application 10/039,509 
(now claim 4 of U. S. Patent 6,663,637 (Dixon, Hackman)) in view of U.S. 6,264,656 
(Michelson). The examiner also recites "Claims 14, 15, and 35 are rejected under the 
doctrine of obviousness - type double patenting over claim 2 of application 10,039,509 
(now claim 3 of U. S. Patent 6,663,637). 

In response to this provisional rejection based upon double patenting, a terminal 
disclaimer in compliance with 37 CFR § 1.321 (c) is submitted with this report. As the 
prior application (now U. S. Patent 6,663 ,637).is commonly owned with this application. 
It is believed that this submission overcomes the provisional rejection accordingly. 
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Claims 1, 3, 4, 5, 7, and 8 of 6,663,637 claims a distractor. In response to" in view of 
U.S. 6,264,656 (Michelson)" Michelson does not claim nor disclose a device or a means 
for distraction or spreading the vertebra. This lack of restoring the disc space height, 
therefore will not alleviate patient pain. Additional information has been included in the 
amended specifications on page one BACKGROUND OF INVENTION. 

THREADED BONE DOWEL 
The examiner recites that "Michelson teaches a threaded spinal implant which when 
placed between two adjacent vertebrae directly participates and is incorporated in the 
fusion (col. 6, lines 9 - 33). Additionally amended figure 1 1 of the present application 
and Figures 12 and 13 of 6,663,637 show the prior technology. This prior technology is 
also shown in Michelson 6,080,155 in Figs. 25 and 26 items 622 and 722. 

The Examiner recites "Accordingly it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to have utilized the method of patented claim 
21 to insert a threaded implant or dowel as taught by Michelson, for the purpose of fusing 
adjacent vertebrae. 

PADDLE SHAPED DISTRACTOR 
The Examiner recites "Claims 14, 15, and 35 are rejected under the judicially created 
doctrine of obviousness - type double patenting over claim 2 of application 10,039,509 
(now claim 3 of U. S. Patent 6,663,637). 

Accordingly it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided a paddle shaped distractor as taught by claim 2 for 
the purpose of providing camming action. 

It was not obvious to use a paddle shaped distractor to cam the vertebra open. Prior art 
used tangs on a tube (6,080,155 Michelson Figures 19, 26, and 29, ) hammered into place 
to distract and maintain the distraction of the vertebrae as shown in amended figure 1 1 of 
prior art of the present application. Since the reamer and thread tapping tools require a 
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round tube it was obvious that if a separate distractor is used it would be a be a round 
tapered plug which could pass through the tube. An example is shown in figure 13 of 
6,663,637. 

The importance of the removable tube for inspection was not obvious until the inventors 
reamed, threaded a hole, and implanted a threaded dowel in an animal spine. After 
removing a portion of the animals spine and separating the vertebrae inspection showed 
the threads were discontinuous and were poorly formed in the vertebrae. 

This problem led to the invention of 6,663,637 (Dixon, Hackman), with a flange which 
maintains distraction while the tube is being removed for inspection and the present 
invention where two distractors remain while the tube is removed. Once inspected with 
the distractors in place the flange can be removed from the distractors and replaced with a 
flange with a larger center threaded hole and a larger tube which will accept larger tools 
and implants. 

Patent 6,159,215 Urbahns is not usable because the distractor is located in the center of 
the discs and will interfere with the placement of the trial gage and spacer. It also does 
not allow for the use of tools to remove the cartilage to "bleeding bone". 

The present application discloses a method and a device for implanting a dowel and does 
not claim the bone dowel. Bone dowels are commercially available constructed of 
metallic material from Medtronic Sofamor Danek USA, Depuy Acromed Inc, Sulzer 
Medica, and machined of human bone from Ostetech Inc. For better distinction in the 
present application the availability from several sources of bone dowels will be added to 
the specification and the dowel will be disclosed in claim 14. The dowel is disclosed in 
the specifications in the in the original application page 8 line 2, and line 19, on page 9 
line 13 and paragraphs 0039 0041,0044 in the published application. The dowel is 
disclosed in claims 1, 3, 
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DISTRACTOR NOTCHES AND KNIFE EDGE 
The Examiner states that "Patented claim 1 ( patent 6,663,637) discloses the invention 
defined by claims 26 and 36 of the present application except for a distractor 10 with 
notches 50 and a knife edge 46 to assist a surgeon in placement of a spacer or bone 
implant 12". 

The examiner continues "Urbahns et al teach a flat-paddle distractor 10 with notches 50 
and a knife edge 46 to assist a surgeon in placement of a spacer or bone implant 12" 
"Accordingly it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided the invention defined by claims 26 and 36 of the 
instant application with notches and a knife edge as taught by Urbahns et al., to assist in 
placement of a bone implant". 

Although the spanner of Urbahns and the distractor of the present applications appear to 
be similar, however the features of the present application differences are novel and 
non-obvious. The particular shape or configuration is significant and required for proper 
application. The below excerpts from Urbahns will point out the comparisons of each 
feature. 

From 6,159,215 Urbahns Column 1 lines 53 - 59 

Includes a spanner that has a handle portion with opposite ends and a notched portion 
formed at one of the ends , the notched portion has a pre-determined dimension and sized 

for extension into a space formed in a spine a spacer that has a dimension 

approximately equal to the dimension of the notched portion . 

In the present invention the notched section is not at the end of the spreader and does not 
extend into the disc space. The notched sectioned is in the protrusion space. 
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Column 4 lines 1 6 to 3 1 (6,1 59,2 1 5 Urbahns). 

Referring now to FIG. 2, spanner 34 aids the surgeon in determining the approximate size 
of spacer 12 that should be placed within disc space 28. In addition, spanner 34 may be 
placed within disc space 28 to jack open disc space 28, as shown in FIG. 4, .... Spanner 
34 includes a handle portion 42 having opposite ends 44, 46 and notched portions 48, 50 
extending from ends 44, 46 respectively. As best shown in FIG. 3, handle portion 42 of 
spanner 34 has a first dimension 52. Referring now to FIG. 2, notched portion 48 has a 
second dimension 54 that is less than first dimension 52. 

In current engineering usage the word notch denotes a cut out section with two sides. A 
cut out section with one side is referred to as a step as shown in Urbahns 6,159,215 items 
48 and 50 and in Figs. 2 and 3. These notches (steps) come into contact with the 
vertebrae when rotating and distracing the vertebras. 

In the present application (10/067,700), shown in Figs. 3d and 5, the notch is cut 
specifically to not contact the vertebrae. Without the notch with two sides, the device 
would not operate as intended by the inventors 

Figure 2 (Urbahns) shows the notched (stepped) portion with a width 56 at the end placed 
within the disc space. In figure 3 the distracted disc space is shown as the same 
dimension 56 as the notched (stepped) dimension 56. Clearly the notch portion is 
designed contact the disc and to produce the disc space. 

In response in the amended claims 26 and 35 and in the amended specifications page 2 
lines 20 and 21 and, page 6 line 10 in the "word" notches is amended to read "notches 
having two sides" 

Claim 36 claiming a knife edge has been canceled. The knife edge is disclosed in the 
specifications page 6 line 9 and shown in Figs. 3b and 4. 
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An additional Figure 11 show prior technology as shown in Figure 12 of 6,663,637, and 
described in patent Meichelson 6,080,155 in Figs. 25 and 26 items 622 and 722. 

Column 7 lines 53-62 (6,159,215 Urbahns) 

FIGS. 2 and 3 in the Notched portion 48, 50 is selected that best fit the size of disc space 
28 to aid the surgeon in determining the approximate size of spacer 16 to select. As best 
shown in FIG. 2, notched portion 50 is inserted into disc space 28 such that handle 
portion 42 is aligned with spine 14. 

In the present application 10/067,700 in figures 3c, 3d, and 5 the notch with two sides 
could not create the disc space regardless of the method used by the surgeon. In the 
present application the notched portion is designed to prevent contact the disc to produce 
the disc space. 

STABILITY 

The spanner 34 end 46 in its raised position, of figure 3 of Urbahns, would be 
unstable and if tipped would cause trapezoidal movement of the two vertebrae. The two 
distractors of the present invention, locked in the flange slots 32 shown in figure 2 are 
very stable. Also the single centered spanner of Urbahns would interfere with positioning 
the spacers 16 and 26. 
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In The Drawings 

The drawings are objected under 37 U. S. C. 1 12 first paragraph as failing to 
comply with the enablement requirement because of the lack of details in the distractor 
clamp items. The amended requirements are shown in the attached drawings in red. The 
unmarked drawings required for publication are in the transparent envelopes. 

Since the petitioner is also the draftsman the letter is sent as attached. 

Applicant respectfully requests that a timely Notice of Allowance be issued in this case. 



Respectfully submitted 




Dat e 3-2?- 0 4- 



Donald J. Hackman, Inventor/ Applicant 
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To the draftsman 

The instructions enclosed are amendments required for application 10/067,700. 
Please make the changes as shown in red in the drawings. 
Don Hackman 

Inventor\engineer 
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Petition for Extension of Time Under 37 CFR LI 36(a): 
Enclosed: 

1 copy and 1 duplicate PTO/SB/22 signed by Robert A Dixon. 
1 copy and 1 duplicate PTO/SB/22/signed by Donald J Hackman. 
1 check for $55 for a time extension of 1 months. 

Applicant respectfully requests that a timely Notice of Allowance be issued in this case. 



Respectfully submitted 




Donald J. Hackman, Inventor/ Applicant 
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